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DETAILED ACTION 



Election/Restrictions 

To summarize the election of record, applicant elected Group I drawn to 
processes for dispersing fluids in a mass of solid particles. 



MAINTAINED REJECTIONS 
Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 



Claim 21 is rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 1 and 2 of U.S. Patent No. 7,070,828 
(hereafter patent '828') in view of Rudnic et al. (see below for citation) Although the 
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conflicting claims are not identical, they are not patentably distinct from each other 
because both teach a method where particles are agglomerated by being contacted 
with foam and then mixed. While the particle size recited by patent '828 is 1 mm to 25 
mm and that of the instant claim is less than 1000 microns, routine experimentation by 
one of ordinary skill in the art based upon the teachings of patent '828 would render this 
limitation obvious. Patent '828 teaches cellulose esters and poly(vinylpyrrolidone) as the 
polymer included in the foam which are both known binders in the pharmaceutical art 
(see Rudnic et al. claim 8) and meet the limitation of the instantly claimed binder. 
Therefore claim 21 is obvious over claims 1-2 of U.S. Patent No. 7,070,828. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

The four factual inquiries of Graham v. John Deere Co. have been fully considered and 
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analyzed in the rejections that follow. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 21 and 23-26 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Parikh et al. (previously cited) in view of Lopez (previously cited), and as 
evidenced by Rudnic et al. (previously cited). 

Parikh et al. teach the coating of drug containing particle cores that are 80 to 300 
micrometers in size (see paragraph 34; instant claims 21 and 24-25). Parikh et al. go 
on to teach both a taste masking and texture masking coating that are utilized in the 
invention (see paragraphs 20-21 and 35). This coating is also taught to cover the entire 
surface of the core (see paragraphs 32 and 35). An embodiment of a texture masking 
composition teaches an aqueous solvent in the form of ethanol and water that 
constitutes 90 wt% (as calculated by the examiner) of the coating preparation and also 
includes hydroxypropylmethylcellulose (see example 2). Rudnic et al. teach that 
hydroxypropylmethylcellulose was a known pharmaceutical binder (see claim 8; instant 
claim 21 ). The coating process is taught to occur in a fluidized bed or rotary coater (see 
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paragraph 43). The resulting particles are a granular material. After production of these 
coated particles, Parikh et al. teach the production of larger granules (agglomeration) 
(see paragraph 56; instant claims 21 ). Thus at the end of the processing steps of Parikh 
et al. agglomerated particles are the result. Although Parikh et al. teach that several 
methods can be used to coat the particle cores, they do not teach coating by application 
of a foam (see paragraphs 43 and 52). 

Lopez teaches a process of coating pharmaceutical solid forms (see column 1 
lines 6-8). Lopez teaches that the process of coating solid forms by conventional means 
of dipping, pouring, or spraying often leads to unevenness in the coating layer (see 
column 1 lines 11 -12 and 15-20). In addition, Lopez teaches that spray coating a liquid 
typically requires high pressures to appropriately atomize the coating medium and 
poses several challenges to uniform coating (see column 1 lines 46-75). The process 
taught by Lopez to circumvent the challenges of standard spray coating is amenable to 
nearly any type of coating medium and results in even and uniform coating, as well as 
shortened processing times (see column 2 lines 65-66 and 73-75). Lopez teaches the 
method of introducing air into a coating composition to produce foam that is then 
sprayed onto the pharmaceutical solids (see example and column 3 line 72-column 4 
line 9; instant claims 21 and 23). 

The complete coverage of the drug particles is taught by Parikh et al., thus one of 
ordinary skill in the art at the time the invention was made would have found it obvious 
to modify their invention by using the foam coating technique of Lopez to help ensure 
that complete and uniform coverage of the particles could be achieved. Based upon the 
recitation of instant claim 21 , mixing of the foam components into the particles and 
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agglomeration of the particles yields agglomeration of the solid particles; therefore this 
limitation is met by the foam coating method of Parikh et al. in view of Lopez. Therefore 
claims 21 and 23-26 are obvious over Parikh et al. in view of Lopez and as evidenced 
by Rudnic et al. 

Claims 21-22 and 26 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Hardie-Muncy et al. (previously cited) in view of Richardson et al. (previously cited) 

Hardie-Muncy et al. teach the agglomeration of moisture sensitive particulate 
materials by foaming the a coating medium then applying the foam to the particles so as 
to agglomerate and protect them from exposure to moisture (see abstract and column 1 
lines 5-11). In particular, they teach that a binding agent is included at 0.1 to 20% in 
water to make up the foam composition (see column 2 lines 33-35; instant claim 26). 
Further, Hardie-Muncy et al. teach that their process forms a foam that is then mixed 
with the particles to form agglomerates (see column 2 lines 46-57; instant claim 22). 
Hardie-Muncy et al. do not explicitly teach that the particles contain therapeutic or recite 
their size. 

Richardson et al. teach hygroscopic (moisture sensitive) bioactive (therapeutic) 
components (see column 1 lines 7-1 1 ). These components are taught to be less than 
1 000 microns in diameter (see (column 8 lines 35-41 ; instant claim 21 ). 

Since some bioactive particles are known to be sized less than 1000 microns and 
also be moisture sensitive, based on Richardson et al., it would have been obvious to 
one of ordinary skill in the art to use such particles in the process taught by Hardie- 
Muncy et al. to protect them from undesired moisture and help them retain their desired 
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structure and function. Therefore claims 21-22 and 26 are obvious over Hardie-Muncy 
et al. in view of Richardson et al. 



NEW REJECTIONS 
Double Patenting 

Claim 21 is rejected on the ground of nonstatutory obviousness-type double 
patenting as being unpatentable over claims 8-9 of U.S. Patent No. 7,01 1 ,702 (hereafter 
patent 702) in view of Rudnic et al. and Baichwal et al. (US Patent No. 5,773,025) 
Although the conflicting claims are not identical, they are not patentably distinct from 
each other because both teach a method where particles are agglomerated by being 
contacted with foam and then mixed. While the particle size and presence of a 
therapeutic are not recited by the claims of patent 702, agglomerated particles 
containing a medicament are taught by Baichwal et al. (see claim 1). In addition, the 
particles utilize in these agglomerates are taught to be 10 ju,m or less (see column 1 1 
lines 28-48). Thus it would have been obvious to one of ordinary skill in the art at the 
time of the invention to utilize the particles of Baichwal et al. in the method of patent 
702 since both envisioned the production of an agglomerated final product. Patent 702 
teaches cellulose esters as the polymer included in the foam which is a known binder in 
the pharmaceutical art (see Rudnic et al. claim 8) and meet the limitation of the instantly 
claimed binder. Therefore claim 21 is obvious over claims 8-9 of U.S. Patent No. 
7,011,702. 
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Claim Rejections - 35 USC § 103 

Claims 21-22 and 26 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Hardie-Muncy et al. as evidenced by the Parsley reference 
(www.hort.purdue.edu/newcrop/med-aro-factsheets/parsley.html; 1997) and the Particle 
Size reference (Particle Size-US Sieve Series and Tyler Mesh Size Equivalents 
www.azom.com/details.asp?ArticlelD=1417; 2002). 

Hardie-Muncy et al. teach the agglomeration of moisture sensitive particulate 
materials by foaming a coating medium then applying the foam to the particles so as to 
agglomerate and protect them from exposure to moisture (see abstract and column 1 
lines 5-1 1 ; instant claim 21 ). In one example, a water based air foam is produced 
utilizing gelatin as a binding agent (binder) in water and combined, without atomization, 
with a collection of bread particles (see column 2 lines 28-33 and example 1 ; instant 
claim 22). One subset of these particles (small bread particles) is taught to pass through 
a 14 US sieve size and be retained on a 50 US sieve size. The Particle Size reference 
teaches that a 1 4 US sieve size has openings that are 1 .41 mm in diameter while a 50 
US sieve size has openings that are 297 jum in diameter. Thus this subset of particles 
must be between 297 and 1410 |um. The binding agent is included at 6.2% in the foam 
(as calculated by the examiner - see instant claim 26). In addition, parsley is included 
as a particulate ingredient in the agglomerate preparation. The Parsley reference 
teaches that this plant is known to have medicinal effects (e.g. therapeutic agent) (see 
paragraph 7; instant claim 21 ). The selection of any order of adding ingredients is prime 
facie obvious in the absence of new or unexpected results (see MPEP21 44.04 IVc). 
Therefore the addition the particles on top of the foam or vice versa is obvious from the 
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teachings of Hardie-Muncy et al. since no evidence is provided by the instant 
application of any unexpected result from one particular order of addition (see instant 
claims 23 and 27). Also, it would have been obvious to one of ordinary skill in the art to 
include a set of particles whose average size was less than 1000 ^m, 750 |um or 500 
ium as feed material for the agglomerates as a matter of routine experimentation given 
that the lower end of the acceptable size range for the small bread particles is range 
297 |um (see instant claims 21 and 24-25). Therefore claims 21-27 are obvious over 
Hardie-Muncy et al. as evidenced by the Parsley reference and the Particle Size 
reference. 



Response to Arguments 

Applicant's arguments and declaration filed November 30, 2009 have been fully 
considered but they are not persuasive. 

Regarding declaration made under 37 CFR 1. 132 and rejection under 35 (JSC 103(a): 
While the insights provided by Dr. Kibbe are appreciated, they do not negate the 
teachings of Parikh et al. that recite the steps claimed in the instant application. Parikh 
et al. is concerned with the preparation of solid dosage forms that includes both the 
coating of particles and their granulation. Therefore there would have been good reason 
for one of ordinary skill in the art to look to other references concerned with coating 
technologies as well as granulation technologies to supplement the teachings of Parikh 
et al. "The reason or motivation to modify the reference may often suggest what the 
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inventor has done, but for a different purpose or to solve a different problem. It is not 
necessary that the prior art suggest the combination to achieve the same advantage or 
result discovered by applicant. See, e.g., In re Kahn, 441 F.3d 977, 987, 78 USPQ2d 
1329, 1336 (Fed. Cir. 2006)" (see MPEP 21441V). Thus the prior art need not have the 
same motivation as applicants for performing the instantly claimed steps in order to still 
render them obvious. Also, the instant claims are drafted with open claim language, 
allowing the presence of intervening steps before the final product is reached. As Dr. 
Kibbe notes, granulation in this context refers to adhering numbers of particles together 
to make a granulate and Parikh et al. explicitly teach granulation of their particles to 
form them into tablets (see paragraphs 55 and 56). Therefore they teach the formation 
of agglomerated particles. In light of the supplementary teaches of Lopez about coating 
via an aqueous air foam and the motivation provided by Parikh et al. to uniformly coat 
their particles, all the claimed steps are recited and the claimed agglomerated, 
therapeutic containing end result is obtained; thereby meeting the claim limitations. In 
addition Dr. Kibbe discusses attributes of the final product that are not supported by any 
data or evidence which are also not persuasive. 

All the claims do not exclude atomization of the foam during application process. 
Thus only the rejections of claims that require this limitation must teach a process 
without spraying the foam. Hardie-Muncy et al. which was cited previously and is again 
cited in the current rejections, presents just a teaching where a set of particles are 
agglomerated by combining them with binder containing, water-based air foam wherein 
the foam is not atomized. 
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Since applicants have not provided any evidence that applying foam onto 
particles as opposed to applying particles onto foam yields a new and unexpectedly 
different result, the prior art can teach one of the orderings for the addition of ingredients 
and render the other obvious (see MPEP21 44.04 IVc). 

Rejections and/or objections not reiterated from previous office actions are 
hereby withdrawn. The rejections and/or objections detailed above are either reiterated 
or newly applied. They constitute the complete set presently being applied to the 
instant application. 

Conclusion 

No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CARALYNNE HELM whose telephone number is 
(571)270-3506. The examiner can normally be reached on Monday through Friday 9-5 
(EDT). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert A. Wax can be reached on 571-272-0623. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
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you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Caralynne Helm/ 
Examiner, Art Unit 1615 

/Robert A. Wax/ 

Supervisory Patent Examiner, Art Unit 1615 



